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Objective

in 2016 the Toxic Substances Control Act (TSCA) was amended by the
Frank R. Lautenberg Chamical Safety for the 21st Century Act (LCSA) and
those changes were welcomed as a changs in how we do business - both
for EFPA and for industry

ERA, industry, and other siakeholdars must

- work in parinership to make LOSA successiul, achieve the stated goals,
and increase public confidence in chemical technology

- share the responsibility for successful implementation of the TSCA
amendments
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' Some overarching challenges

Use of tiered approaches
Cecupational exposure assessment
Coordination with OSHA
Addrassing uncertainty and variability
Uncertainty how Risk Evaluations (RE) will lead into Risk Management (RM)
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Overview of process

Formal opportunities to comment
« 45-day comment period for draft Scope document
« G{-day comment period on the draft Risk Evaluation (RE)

informal opportunities 1o commaent
« EPA open o discussions with stakeholders throughout the process
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Dockets established for first 10 chemicals subject to RE

Chernical Name CASEN Cherical Group | Docket Number(s}
1332-21-4 N/A EPA-HO-CPPT-2016-0736
L-Bromobropans 106-54-% Solverts EPAHO-ORPI-2019-025%
Carbon Tetrachiaride 5G-23-5 Solvents EPA-HG-OPPT-2019-0499
1.4 Dioxane 123-91-1 Solverts EPAHO-OFPI-2019-0238

25637994, 3194-55-4; Flame

Cyelie Alphatic Bromide Clustar GHBCIN ERA-HO-0PPT-2019-0237

3194-57-8 retardants
Mathviens Chioride 75-05-2 Solverts ERAHO-OPPT-2019-0437
N-Methvipyvrrohidone [NMP) #872-50-4 Solvants ERA-HO-OPFT-2019-0235
Parchloroathyiens 127-18-4 Solvants EPAHG-OPFT-2016-0732
Plaroent Yiclet 28 81-33-4 Solvents EPA-HO-CPPT-2018-0604
Trishiorethviens {TCE) 79-01-8 Solvents égﬁ:;ﬁg:g?ﬁ:jﬁig:gééé
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Agenda

This presentation will focus more on technical aspects of the draft RE using
examples primarily relating 1o human exposure assessment

+  Some positives, more detall on the challenges
+ Specific examples of ways 1o move forward

= Looking forward

o Take-home messages
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8 Challenges

»  Application of tiered approaches

« EPA assessment of occupational exposure
- How are EFA and OSHA working together?
- Thers 5 uncertainty and variability in describing conditions of use (GO

- Unceriainty often addrassed by use of worst-case valuas thatl resulls in findings of
unreasonable risk

- Evaluation of occupational non-users

+  How will the RE Igad into Risk Management (RM)?
— Wil EPA set sccupalional exposure limits that differ from Q8HA?
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Positives

« EPA has done a lot of work under tght legisiative deadiines
« Conceptual modsls provide good road-maps for each RE
» Use of higher fier tools

-~ Monte Carlo probabilistic exposure modsling

- FBPK models to derive chemical specific internal exposure

- Models that account for the impact of evaporation on dermal exposure
{IMSkinPerm, TCE/consumers p 137}

» Sensitivity analysis
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Tiered approaches

EPA has incorporated higher tler modaling tools (Monte Carlo, PBPK)

Such approaches could be improved for example for the PEPK models
« Providing further detall in selection of the inpuis
« Gonducting sensilivity analysis

ERPA applied IHSkinParm (o consumer exposures and should consider ifs utility
in worker exposure assassmaent
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' Occupational exposure assessment

» There are many ways {0 ensure that ocoupational exposures are controlied
appropriately

- Rifferent combinations of factors including weight fraction, mass of material handled, how
the material is handlad, ventilation, PFE eto... can lead o a "safe” exposure

-~ This applies to hazardous chemicals, .e. many sets of operating conditions can be defined
that maintain sxposure below a selected threshold

» Companies should consider submilting detailed descriptions of controls in the
workplace along with Industrial Hygiene (IH) moniforing data

~ Neead for contextual, Le. narrative information ('meta data’} to improve daia analysis and make sure
dala is interpreted correctly
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Cccupational exposure assessment

Managing exposure to existing chemicals in the workplace historically falls under
OSHA

Companies often establish administrative and engineering controls to manage

worker axposurg

+ Requires expert judgment to assess the specific combination of factors in 2 particular
workplace {0 assess exposure polential

Need transparency around coordination with OSHA
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Cccupational exposure assessment

+ Unreasonable risks have been identified for some occupational non-users
(ONU}

- For Carbon tetrachloride, "The deferminalions reflect the hazards associated with the
oocupational exposures fo carbon felrachioride and the expected absence of PPE for
OMUs. The driver for EPA’s determinations of unreasonable risl for ONUs is cancer from
chronic inhalalion exposure. " (p. 21}

"There Is uncerfainty in the ONU inhalalion risk estimate since the data did nof distinguish
betwesn worker and ONU inhalafion exposure esfimates.” (p. 167}

- Highlights the need for detail describing submitied data

~  Additionally, data submitters should provide information on how any relevant OSHA
Substance Specific Standards are implemented, for example if those standards limit
proximity for ONU to the chemical of interest {Le., Regulated Areas)
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Cccupational exposure assessment

« Manufacturers and downstream users must engage with sach other and with
ERPA 1o understand how products are used throughout the vaiue chain

« Nead for well-defined exposure scenarios
- What are the activities In which workers are engaged?
-~ What are the duration and frequency of tasks?

-~ Narrative information and metadats are important!
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Challenges in dermal risk assessment

+ Lack of monitoring data for dermal exposure leads {0 use of conservative assumptions — high

and calculation for N-methylpyrrolidone (NMP} assumes full contact with both hands and no
glove use (NMP RE p. 163, 272}

~ There is uncertainty about the extent of glove use amongst workers - lack of gloves lsads to
unreasonable risk finding, but with certain gloves, risk is controlled for some conditions of use

~ Information on glove use praclices may be oblainable data for some conditions of use (COUY o
address this uncertainty

-~ Sericonductor industry subimitted data and information o address the initial unreasonable risk finding
for use of NMF as a solvent Use in Electrical Equipment, Appliance and Component Manufacturing
{fftos A reguialions govidocument SO E P8O T 201 3.0 898 0031 §

pharmagsekinetic medeling to assess the efficacy of glove melerals in reducing indernal deses and polential
hazards of M-methvdpyrrsdidons during paint stripping” C. R Kirman in Jowrna! of Expasure Sejence &
Environmental Epideniociogy)
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Looking forward

Two examples of how information in the draft RE can be used o inform data and
analysis in the fulure
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Example 1 - Sensitivity analysis

» Use of sensitivity analysis identifies key data that will impact the output
{example shown here is an exposure estimate)

El Fiasticity for &DR arad CADD ADR = acute dose rate

CADD = chironic average dally dosa

most sensitive parareters {+ve elasticlty)
WF (weight fraction
M _acute {mass of product used)

nakt most sensitive paramatars {negative
elasticity)
Yol _Bullding {bullding volume);

AER_Zoneld {air exchange rate in Lons 2}
AER_Zonel {alr exchange rate in 2one 1};
Voi _Zonel {room of ase, or Zone § volume.

Figure_apz D-1. Elasticifies (= 8.65} for Parameters apphed in 1
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Example 2 - Environmental releases

» The Toxic Release Inventory (TR is an important source of chemical release
mnformation for EPA

« Reporied volumes are initially treated as actual volumes released and used in
a site-specific nsk assessmeant

- Example TCE: "Releases modeled using E-FAST 2014 were predicled based on
anginesring site-specific sstimales, as based on DMR, TRI, and/or CDR databases” -

CMR = discharge monitoring report
CDR = chernical data reporting
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Example 2 - Environmental releases

« Companies can run thelr own TRE DMR, and/or COR reporting data through
the E-FAST too! (publicly available) to understand potential conclusions that
might be drawn from the data. (TCE RE page 265}
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¢ Application of tiered approach

E-FAST is a conservative screening approach

EPA subsequently used VVWM-PEC model to refine exposure estimates for
scenarios with indial risk quotient » 1

We generally encourage morg use of tiered approaches

VIWM-PST = Varable Volurne Waler Model — Point Sowurce Calcuiator
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Looking to the future

» Risk management (RM) - still uncertain on how this will work

~Focus on conditions of use that lead o unreasonable risk findings, but what
degree of risk will be basis for RM? Worst case?

- How will EPAs approaches {o RM fit in with existing OSHA requirements?

- Even when RM doss not include a ban, it can increase reporting burden such
as triggering 12b notification, changing 505 language, tracking volumes,
aie. ..

—impact anywhere along the value chain - 50 need for engagement throughout
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Looking to the future

* Expect an increased emphasis on general population (GF)
axposure in the next 20 RE

« For example, there are several phthalates i the 20 substances
which will next undergo RE, which have conditions of use that may
result in GP exposure
= Pathways for general population exposure include {but not limited {o)

drinking water, groundwater, indoor air, ambient air, fish ingestion, human
braast milk, dust and soil
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Looking to the future

» Increased use of biomonitoring data

« How will the data be interpreted and incorporated info a risk
assessment context?

available literature and databases suggests that human biomonitoring data
exist, including a CPSC (2010) study which showed that in the United
States, the 20012002 National Health and Nutrition Examination Survey
(NHANES) measured meatabolites of dicyclohexyl phthalate in uring.”
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Looking to the future

» Data call-ins: EPA has several mechanisms (beyond CDR and TR by which
io gather data on chemicals

- TSCA § 8 Dala call-ins

-~ TSOA §4 Test Orders for PV 29 require parties o conduct solubiiity testing and to conduct
dust sampling {dockel hifns Ywww regulalions goviconfentStreamer?documeritld=ERA-HQ-
QPP T-2020-0070-00028 content Type=pdf)

~ {tis in dats-holders’ interest to present the most accurate and complete information on
conditions of use and potential exposures sooner rather than later

- Gonduct a sensitivity analysis to understand which dats may have higher impact and where
additional resource could have most impact in the RE
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Take-home messages

» There are a myriad of manufactuning opearations, so it s 10 the benefit of the
impacted industries 1o provide information regarding their processes,
particularly with respeact to the activity pattern of workers leading to potential
BxXposures

~ include information about the engineering controls {e.g., ventilation), administrative controls,

and PRE implemented by your company {see for example
Hitps Awww regulalions govidosument 2 D=EPA-HO-QPPT- 2018-0236-003 113

» Share data and information on your chemistry and how it's used

- in the instance of exposure data, yes, we nesd o work through OBl questions, but this
should not prevent engagement
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Take-home messages

« Dot just 'throw data over the wall’ - 3886385 and present it

- Companies / consortia can run their own risk evaluations o identify where
assumptions are used o fill data gaps, and where data or refinement i3 nesded

- Provide contextus! information

~Consider drafling a conceptual model of the chemical lifecycle for the
conditions of use of interest

= Consider the hierarchy of data quality (Le. data > modeling » occupational
exposure imits or release limits) and apply systematic revigw criteria

« Need for engagement across the value chain
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Take-home messages

» interested parties should review scoping documents {0 understand the
proposed boundaries of the new RE

— Thig is an important opportunity o comment on conditions of use
- Analysis Flan and concepiual moded dentify data and information gaps

» et your data and models peer reviewed and published as much as possible -
this will help EPA {o rely on publicly available data and information;
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Conclusion

There are opportunities for both ERPA and regulated industry (o leam from the first
10 draft RE to increase and improve coliaborative discussions, theraby improving
the effectiveness of amended TSCA.

There are both formal and informal opportunities for interacting with EPA and
sharing data, BUT,

Ongeing challenges remain, including (but not limited to}
- Application of tiered approaches
- Waorking through worker exposure assessment and collaboration with OSHA
- Transparency on Risk Management
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